


Phenazopyridine Hydrochloride Study Study 99-001 -CR 
December, 2000 

Tabulation 3 

Admission and Demographic Data 

99-001 -CR 99 



TREATMEtJT GROUP 

PLACEBO 

SUBJECT SUBJECT INVESTIGATOR DATB OF DATE OF 
NUMBER INITIALS NUNBER VISIT BIRTR 

101 
102 
105 
107 
202 
205 
207 
208 
301 
302 
303 
3os 
601 
402 
405 
406 
so1 
SO4 
SO6 
507 
601 
603 
606 
607 
702 
704 
705 
707 
802 
804 
806 
807 
9o4 
905 
306 
967 

1001 
1003 
1005 
1007 
1301 

KDK 
DUM 
EM0 
NRS 
JLK 
KLK 
KDP 
Lc 
ALL 
CMA 
HMS 
AJ 
NLB 
LES 
DLK 
KS 
JSO 
TRW 
RLR 
BV 
AB 
#MR 
WV 
PPS 
JAW 
AD 

z5 
KLV 
JM 
EP 

5cL 
AN8 
MTA 
Ct@l 
KJS 
NDN 
CLM 
JNS 
GG 

1090-l 
1090-l 
1090-I 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
llko-1 
1160-l 
1160-l 
1160-l 
1160-l 
1160-L 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1119-l 
1119-1 
1119-l 
1119-1 
1119-l 
1119-1 
1119-1 
1119-l 
1160-l 

lOitiii999 0:~09:1964 
10/26/1999 02/24/1965 
12/10/1999 04/13/19%1 
12128/1999 lll24ll983 
11/16/1999 06/11119%2 
01/20/2000 07103/1951 
02r14/2000 07/23/1957 
02/17/2000 10/201196i 
0111912000 10/07/1953 
03~14l2000 06/1%119%2 
04/04/a000 11119/1979 
07/12/2000 06/a6/198i 
04/24~2000 12/1%/1977 
05/02/2000 12130/19%3 
0712611000 04/09/1962 
07/27/2000 05/2%/19%2 
10125/1999 10102/195% 
11115/1999 0310211939 
11/2411999 05/29/1965 
11126/1999 09tO211967 
1211511999 07/15/1961 
01/12/2000 05/01/1954 
01121/2000 0310911956 
0112112000 07/26/1969 
01/27/2000 06/09/1951 
02/0111000 09/27/1920 
02/22iaooo 06/2%/1966 
o4lo4laooo 0313111969 
06~1~12000 07/2211971 
04/30/7000 08 tar 12930 
OblO2i2000 11104/195s 
06/14l2000 0711111951 
03~01~3000 0%/0%/1977 
0310%12000 Ob/l(L/19%1 
03/13/2000 05f1911977 
%3/14/1000 12/6711977 
o3/30/2000 10/0611979 
06112/2ooo 04/02/19%0 
oil2al2ooo 12/0%/19%0 
07/10/2000 05/2fm7a 
07/11/2000 01/01/1969 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 1 
ADMISSION AND DaOGRAPRIC DATA 

(YEARS) RACE 

35 
34 
1% 
16 
17 
4% 
42 
32 
46 
17 
a0 
19 
22 
16 
38 
1% 
41 
60 
30 
32 
38 
4s 
43 
30 
4% 
79 
33 
31 
2% 
69 
44 

ii 
18 
22 
ta 
20 
to 
19 
22 
31 

CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASSIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
BLACK 
CAUCASIAN 
CAUCASXAN 
HISPANIC 
BLACK 
HISPANIC 
CAtJCAS1AN 
BLACK 
BLACK 
CAUCASIAN 
CAUCASIAN 
BLACU 
CAVCASIAN 
CAUCASIAtl  
XISPANIC 
BLACR 
BLACR 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAUCASIAN 
CAVCASIAN 
BLACK 



SUBJECT SUBJECT 
TREATNmS GROUP WNBKR INTTIAI,S 

PRENAZOPTRIDINE HCL 103 CAV 
100 SW 
106 MRJ 
108 CA9 
201 RCD 
203 HLB 
204 AD 
706 SRU 
304 NAN 
603 TLR 
406 MAL 
502 YL 
503 BFN 
505 TOR 
508 NNS 
602 AR0 
604 LRD 
605 BA 
608 REM 
701 PCS 
703 NA 
706 Gw 
708 JNK 
8301 NGC 
803 BDP 
805 MN 
808 DAS 
901 VSM 
902 ,JJA 
903 VBL 
908 WB 

1002 SB 
1004 ALS 
1006 SBR 
iooe PAB 

ADVANCED CARE PRODVCTS 
PROTVCO!, NO. 99-001-P 

DATA-LISTING 1 
ADMISSION AND DSXOGRAPHIC DATA 

rNVESTIGATOR 
NUMBER 

1090-i 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1090-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
,1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1160-l 
1119-1 
1119-l 
1119-l 
1119-1 
1119-1 
1119-l 
1119-l 
1119-l 

DATE OF 
VISIT 

DATE OF 
BIRTH 

10/27/1999 03t2eIl955 
la/oe/l999 omafi9eo 
1a/2a/1999 oe/26/3977 
01/17/2000 01/11/1977 
10/22/1999 10/19/1975 
01/07/2000 08/21/1963 
01/14/3000 0409ti9e.2 
02/02/2000 09/13/1978 
06 12012000 X0/30/1969 
06/06/a000 06/77/1977 
07/20/2000 05/24/1949 
10/26/1999 03/02/3969 
11/04/1999 ll/OV/l949 
ll/l7/f999 OS/lo/1966 
1210711999 02/17/1916 
03/xa/2000 07/10/1973 
01/~3/2000 33/02/1986 
01/14/2000 13l1811971 
01/24/2000 03/01/1965 
01/ac/aooo la/o811956 
olt2emoo ttfaafl932 
oaf2teaooo 03/07/1964 
04/14/a000 11/07/1964 
01/14/1000 06/13/1950 
04/19/7000 04/16/1969 
06/01/2000 09/06/1957 
06/30/2000 0611711958 
1113011999 07/13/1979 
01/11/1000 10/13/1914 
01107/1000 oemt1981 
03/20/2000 01/78/1900 
04/03/1000 11/31/1976 
o4/3~laooo la/o611977 
05/04/7000 olla9/1982 
07/17/2000 0311711950 

a 

AGE 
(YEARS) RACE 

44 CAUCASIAN 
19 CAUCASIAN 
a2 CAUCASIAN 
a3 CAUCASIAN 
74 CAUCASIAN 
36 CAUCASIAN 
17 CAUCASIAN 
71 CAUCASIAN 
30 CAUCASIAN 
27 CAVCASIAN 
51 CAUCASIAN 
30 HISPANIC 
49 HISPANIC 
33 CAUCASIAN 
25 CAUCSSIAN 
a6 BLACK 
15 BLACK 
28 HISPANIC 
34 CAUCASIAN 
43 CAUCASIAN 
67 CAUCASIAN 
5s BLACK 
35 CAUCASIAN 
49 CAUCASIAN 
31 HISPANIC 
ra uIsPmIc 
42 c&vcAsIAN 
20 NSSPANIC 
25 CAUCASIAN 
18 ASmN 
20 hSIAtU 
23 ChUCASIAN 
17 cmcAs1AN 
18 CAUCASIAN 
so CAUCASIAN 



Phenazopy-idine Hydrochloride Study Smdy 99-001 -CR 
December, 2500 

Tabulation 2 

Physical Examination 

99-00 I .-CR 302 



J’hcrtazoJyMrIc IlyrJr~cJdnrirle SfrrrJy stacig 994MI -CH 
J?eccmher, ZOiJb 

ADVANCED CARB PRODUCTS 
PROTOCOL NO. 99-001-P 

1 

DATA LISTINQ 2 
PHYSICAL EXAM 

TRRAmNl '  GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PbACEBO 

PLACEBO 

PLACBBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACBBO 

PLACBBO 

PLACEBO 

PLACEEO 

PLACEBO 

PLACEBO 

PLACEBO 

SUBJECT 
NUMBER 

101 

102 

105 

107 

202 No 

205 No 

207 NO 

208 YES 

301 Y W  

302 YES 

303 YES 

30s YES 

401 YES 

402 No 

605 NO 

406 No 

501 NO 

506 NO 

506 NO 

SIGNIFICANT LINE 
ABNORMALITY NUMBER 

YES 1 

YES 1 

NO . 

YES 1 
7 
3 

ABNORMALITY 

SLIDHT SUPRAPVBIC TENDERNESS ON ABDUMgN EXAN. 

EJUPRAPUBIC TENDERNESS TO DEEP PALPATE 

MARRED SUPRAPUBIC RZGHT Low&R QUADW AND 
QUADRANT TENDRRNBSS WITH DESP PALP wIT!fOUT 
&fASS WXTHOUT ABPATIC SPLEEN MBGALY 

LEFT LOWER 
REBOUND WITHOUT 

MILD RIGRT LOW BACR TENDERN&SS 

OBESE 
MILD SUPRAPUBIC TBNbERNESS 

WILD SVPRAPUSIC TENDERNkSS 

SUPRAPUBIC TENDERNESS MILD LEFT FLANK TEtUf%RNESS 

POSITIV-E SUPRAPUBZC l%Nl?ERN&SS 

SUPRAPUBIC Tw‘mmAm?S 



TlwATbnENT GROL? 

PLACBBO 

PLACER0 

PLACBBO 

PLACEBO 

PLACEBO 

PLACBBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACBBO 

PLACEBO 

PLACEBO 

PLACEl30 

PLACEBO 

PLACEBO 

PLACEBO 

PLACBBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

SUBJECT SIGNIFICANT 
NmBER ABNORMALITY 

507 NO 

601 NO 

603 NO 

606 NO 

607 NO 

707 No 

704 NO 

705 No 

707 No 

802 No 

804 NO 

806 NO 

807 NO 

904 No 

905 No 

906 YES 

907 No 

1001 No 

1003 NO 

1005 No 

1007 No 

ADVANCBD CARE PRODUCTS 
PROTOCOL No. 99-601-P 

DATA LISTING 2 
PHYSICAL EXAM 

LINB 
NUNBER ABNORMALITY 

1 TONSIL SLIORTLY It@LA&F.D 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

3 

DATA LISTING 2 
PHYSICAL EXAM 

SUIWECT SIGNIFICANT t1NE 
GNASH GROUP NIIBNR AlWOlWALITY NmBER ABNORMALITT 

PLACEBO 1301 YES 1 LEFT EAR WAFNSSS 



AWANCED CARE PRODUCTS 
PROTOCOL NO. 99-061-P 

DATA LISTINU Z 
PHYSICAL EXAN 

TREATEENT GROUP 

PHENAZOPYRIDINE RCL 

PHENAZOPYRIDINB HCL 

PRBNAZOPYRIDINZ HCL 

SUBiJBCT 
NUMBBR 

103 

104 

106 

PHENAZOPYRIDINE HCL 108 

PWENAZOPYRIDINE UCL 201 

PHEtJAZOPYRl'DINE HCL a03 

PEENAZOPYRZDINE HCL 104 

PHBNAZDPYRIDIBE KCL 206 

FHENAZOPYRIDINE HCL 306 

PBENAZOPYRIDINE HCL 403 

PRENAZOPYRIDINE UCL 404 

PHENAZOPYRIDIN'E HCL 502 

PHEtuAZOeYRIDItdk HCL 503 

PRENAZOPYRIDINE BCL 505 

PHENAZOPYBIDINE HCL 508 

PRENAZOPPRIDIEip HCL 602 

PHENAZOPYRIDIttS RCL 604 

PHENAZOPYRIDIEE HCL 605 

PHENAZOPYRIDINE HCL 608 

PWENAZOPYRIDINE RCL 701 

SIGNIFICANT 
ABNDREALITY 

NO 

NO 

YES 

NO 

YES 

NO 

No 

No 

YES 

No 

YES 

NO 

No 

No 

No 

No 

No 

No 

NO 

NO 

LINE 
NUMBER 

. 

1 
2 

1 

. 

. 

1 

1 

. 

. 

ABNORUALIRI 

l+ SUPRAPUBIC TENDERNESS WITHOUT COSTOVER TEBRAL. 
ANGLE TENDERNESS 

SUPRAPUBIC TENUERBBSS 

MILD SUPRAPUBIC PAIN. NO REBOUND OR MASSES 

SUPRAPUBIC TINDSRNBSS 

99-01) I -CR 



Stedg 9940 I -CR 
Ihxemhcr, 2tMQ 

TREATNENT GROUP 

PHEiNAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINR HCL 

PHENAZOFYRIDLNE HCL 

PHENAZOPYRIDINE RCL 

PHENAZOPYRIDINR HCL 

PHENAZOPYRIDIMS HCL 

PRENAZOPYRIDLNB XCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRTDINE WCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRLDINE HCL 

PHE$NAZOPYRIDLt#E HCL 

PHENAQOPYRIDINE HCL 

SUBJECT SIGNIFICANT 
NUMBli iR ABNORMALITY 

703 NO 

706 No 

708 YES 

801 NO 

803 NO 

805 NO 

BOB No 

901 NO 

902 No 

903 NO 

908 No 

1002 No 

1004 No 

1006 NO 

1008 NO 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 2 
PWPSICAL EXAM 

LINE 
NUMBER ABNORMALITY 

. 

1 TOTAL DEAFNESS 



Nenazopyridine Hydrochloride Study Study 99-001 -CR 
December, 2000 

Tabulation 3 

Medical History 

99-001 -CR 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

1 

DATA LISTING 3 
MEDICAL HISTORY 

SUB.TECT LINE 
TREATblENT GROUP NUNBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORNALITY 

PLACEBO 101 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 
2 

3 
5 
6 
7 

CONTACTS - NEAR SIGWTED 
HEART MURNUR 
PEPTIC ULCER DISEASE 
MIGRAINES 
ANEMIA 
DEPRESSION - 2989 
ANXIETY - 2994 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 105 GENITO-URINARY CONDITIONS NORMAL 

PLACEBO 107 RECURRING OR PRESENT CONDITIONS ABNORMAL 

PLACBBO 107 GENITO-URINARY CONDITIONS NORMAL 

PLACEBO 202 RECURRING OR PRESEt@ CONDITIONS NORMAL 

PLACEBO 202 GENIT?%URINARY COtfDITIONS NORMAL 

PLACEBO 205 RECURRING OR PRESEti CONDITIONS ABNORXAL 

PLACEBO 205 GENZTO-URINARY CO?@XTIONS NORMAL 

PLACEBO 207 RECURRING OR PRESEti CONDITIONS NORMAL 

PLACEBO 207 GENITo-uRINA~~Y CONDITIONS NORHAL 

101 GENITO-URINARY CONDITIONS NORMAL 

102 RECURRING OR PRESENT CONDITIONS ABNORMAL 

202 GENITO-URINARY CONbITIONS ABNORMAL 

205 RECURRING OR PRSSBNT COmITIONS ABNORMAL 

2 OBSESSIVE COMPULSIVE TJXSEASE 

. 

1 i%YSTERECTOEnt 1986 
a SBIZURRE DISORDER 2992 

. 

BENIGN NEW ON FACE 
DEPRESSION 
ALLERGIC TO SULFA DRUGS 

URINARY TRACT INFECTIONS SINCE 1995 

DEPRBSSON 3/25/99 
SYNCOPY 1995 
EXBRCISED ISDUCED ASl’b¶A 2996 
VAGINITIS 2130195 
YEAST INPECTION 2994 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

a 

DATA LISTINQ 3 
MLDTCAL HISTORY 

SUBJECT LINE 
TRMTUENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 208 

PLACEBO 200 

PLACEBO 301 

301 

3aa 

302 

303 

303 

305 

305 

402 

401 

402 

462 

405 

RECURRING OR PRESENT CONDITIONS ABNORHAL 

GENITO-URINARY CONDITIONS ABNORMAL 

RBCURRING OR PRESENT CONDITIONS ABNORXAL 

GENITO-URINARY CONDITIONS ABNORMAL 

RECURRING OR PRESEW CONDITIONS ABNORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRBSENT CONDITIONS ABNORMAL 

GENITO-URINARY CONDITIONS ABNORFUL 

RW3JRRING OR PRESENT CONDITIONS ABNORMAL 

GENITO-URINARY CONDITIONS NORUAL 

RECURRING OR PR8SSNT CONDITIONS ASNORHAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRESBN? CONDITIONS NORMAL 

GENITO-URINARY CONDITIONS NORXAL 

RECURRING OR PRESEti CONDITIONS ABNORMAL 

1 
2 

1 

1 
a 
3 
6 

1 

I 
a 
3 

TMJ 
SWOLLEN LYUPH NODSS 

RADICAL HYSTERECTOMY 

RXPERTENSION 
OBSSITY 
DEPRESSION 
ANXIETY 

HYSTERECTOMY 2198 

COUGH-NASAL-CHEST CONGESTION 3111100 
HBAD INJURY PROBABLY MILD CONCUSSION 2/16/00 
CBRVICAL sPINp: SmIN 2t16too 

LEFT UPPER QUAURAN? PAIN 
PEPTIC ULCER DISEASE 

PYELONEPHRr!rrS 
URETHRAL SYNDROME RECURRENT 

WIGRAmES 1999 
Low BACK PAIN 1999 
UAYFWfER 2990 
SBASONAL ALLERGIES 1990 

MYOPIA 1982 

MYOPIA 1997 
BILATERAL *BAL LIGATION al2000 



I'ltenaxnpyridine Wydrochbride Study 

ADVANCXD CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

3 

DATA LISTING 3 
MEDICAL HISTORY 

TREATMENT QROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 606 

PLACEBO 50t 

mActe0 501 

PLACBBO 564 

PLACEBO SO6 GENITO-URINARY CONDITIONS ABNORMAL 

PLACEBO SO6 RECURRING OR PRESEN? CONDITIONS NORMAL 

PLACEBO 506 GENITO-URINARY CONDITIONS NORXAL 

PLACEBO 507 RLCUkRING OR PRESENT CONDITIONS ABNORMAL 

PLACEBO 507 OENXTO-UUINARY CONDITIONS ABNORMAL 

E' tACEBO 601 RECURRING OR PRlWE~ CONDITIONS NORMAL 

PLACBBO 601 GBNITO-URINARY CO~ITXONS ABNORMAL 

PLACBBO 603 RECURRING OR PRESIR@ CONDITIONS NORMAL 

PLACEBO 603 GLNIT+URINARY CC)NI)ITXONS ABNORMAL 

SUBJECT LINg 
NUMBER MEDICAL HISTORY GROUP CONDITION NUMBBR ABNORMALITY 

405 RBCTJRRING OR PRESENT CONDITIONS ABNORMAL 3 STROKE 1997 
a HEADACHE 1980 
5 LIVER BIOPSY 212000 
6 UHINITIS 
7 DiWRESSION/ANXIKTY 1995 

405 

406 

GENITO-URINARY CONDITIONS NORMAL . 

RECURRING OR PRESENT CONDITIONS ABNORMAL 1 
2 

GBNITO-URINARY CONDITIONS ABNORMAL 1 

RECURRING OR PRBSERT CONbfTIONS NORMAL . 

GENKTO-URINARY CONDITIONS ABNORMU 1 

RECURRING OR PRESENT CONDITIONS ABNORMAL 1 
2 
3 
6 

1 PARTIAL HYSTERECTOMY 

1 ASTHNA 1978 

1 C-SECTION X 2 2126/96, 7121199 
2 SURGICALLY STERILIZBD 7/21/99 

1 C-SECTION X 2 1984, 1995 

DEPRESSION 
ACNE 

VAGXNITIS 1999 

TUBAL LICfATION 

OSTEOARTHRITIS 
OSTEOPOROSIS 
DEPRESSION 
BPIGASTRIC HERNIA 

UYSTERlK!TOM*I 1995 

ill 



ADVANCKD CARK PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 3 
MEDICAL HISTORY 

TREATMENT GROUP 

PLACBBO 

PLACLBO 

PLACLBO 

PLACE80 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACKBO 

PLACKBO 

PLACEBO 

PLACKB.0 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

SUBJECT LINK 
NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORNALITY 

606 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 
a 
3 
a 
5 
6 
7 

SINUS PROBLEMS 
ASTHMA 
HEARBVRN 
NKCK PROBLKMS 
HXATAL HERNIA 
CHRONIC BRONCHITIS 
HENNORRHOIDS 

606 GBNITO-VRINARY CONDITIONS NORMAL 

607 RECURRING OR PRKSBM CONDITIONS NORMAL 

607 QKNITO-URINARY CONDITIONS ABNORMAL 

702 RECURRING OR PRK$BWI' CONDITIONS ABNORMAL 

702 GENITO-URINARY CONDITIONS NORMAL 

704 RECURRING OR DRESBNT CONDITIONS NORNAL 

704 GBNfTO-URINARY CONDITIONS ABNORNAL 

705 RECURRING OR PRESENT CONDITIONS NORMAL 

705 GENITO-URINARY CONDITIONS ABNORMAL 

707 RKCVRRING OR PRESKNT CONDITIONS NORMAL 

707 GENITO-URINARY CONDETIONS NORMAL 

802 RECURRING OR PRESENT CONDITIONS NORMAL 

803 GBNXTO-URINARY CONDITIONS ABNORMAL 

804 RKCVRRING OR PRKSENT CONDITIONS ABNORMAL 

604 GKNITO-URINARY CONDITIONS NORMAL 

806 RECVRRING OR PRESKNT CONDITIONS ABNORMAL 

1 LAPAROSCOPY 7196 

1 

1 

1 

1 

HKRPES SIMPLEX TYPE II 1990 

HYSTBRKCTONY 1975 

C-SECTION 1993 

CERVICAL CONE BIOPSY 1994 

HYPERTENSION 3999 
HYPERLIPIDKMIA 1999 
BOST-NKNGPAVSAL 

NKNOPAVSAL STNDRCME 2000 

112 



I’lwnazopyridim! Hyclrochltaride StwrJy Stlrrly 994M 1 -Cl1 
liecemher, 2MM 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

5 

DATA LISTING 3 
MEDICAL HISTORY 

TREATHENT GROW 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEEO 

PLACE00 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACE30 

PLACEBO 

PLACEBO 

PLACEBO 

PLACLBO 

PLACEi 

PLACEBO 

PLACEBO 1301 RECURRING OR PRESEZJT CONDITIONS ABtUORMAL 

SUBJECT LINE 
NuNmm NEDICAL HISTORY GROUP CONDITION NDMBER ABNORMALITY 

806 

807 

807 

904 

904 

91)s 

90s 

906 

906 

'907 

907 

1001 

1001 

1003 

1003 

1005 

100s 

1007 

1007 

GENITO-URINARY CONDITIONS NORMAL 

RECDRRING OR PRBSENT CONDITIONS NORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECVRRING OR PRBSENT CONDITIONS NORMAL 

GENETO-URINARY CONDITIONS ABNORMAL 

RLCWRRING OR PRESENT CONDITIONS NORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRXSENT CONDITIONS ABNORMAL 

. 

+ 

. 

. 

1 

. 

1 

1 

1 

1 

. 

. 

1 

1 

. 

1 
2 
3 

1 

UT1 a/23/99 

SORE THROAT X 2 DAY 

GENITO-URINARY CONDITIONS ABNORKAL 

RECURRING OR PRIMEm CONDITIONS NORMAL 

GENITO-URINARY CONDITIONS AIWOIMAL 

RECURRING OR PRESEN? CONDITIONS ABNORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRESENT CONDITIONS NORMAL 

GENITO-URINARY CONDITIONS ABNORMAL 

RECURRING OR PRESIPNT CONVXTIONS ABNORMAL 

GSNITO-URINARY CONDITIONS NORMAL 

RWIJRRINtZ OR PRESEN? CONWITIONS NORMAL 

GENITO-URINARY CONDITIONS AEINORNAL 

YEAST VAGINITIS 2198 

CYST ON OVARIES 1995 P  1996 

EVSTACHNAN TUBS DYSFUNCTION 

POSSIBLE RIDN'SY INFECTION 3100 

MIGRAXI&S 2000 

VT1 - AGE 12 
OVARIAN CYST 1999 
YEAST VAGINXTIS 7/00 

ALLERGIC RHINITIS 1999 

99-00 1 -CR 



I 
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liemtaopyridinc Nydrnclilbridc Sfrdy 7 Sfrtdy 99-00 I -a 
Ihwcmher, 2000 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

6 

DATA LISTING 3 
MEDICAL HISTORY 

TREATEENT GROW 

PLACEBO 

PLACEBO 1301 GENlTO-URINARY CONDITIONS NOUNALG 

SUBJECT LINE 
NUNBER WDICAL HISTORY GROUP CONDITION NDUBER ABNORMALITY 

1301 RECURRING OR PRIM&m CONDITIONS ABNORMAL a HX OF LEFT EAR DEAFNBSS 
3 INSOMNIA 1999 

114 



TREATNENT GROUP 

PHENAZOPYRIbIlm 

PHENAZOPYRIDINE 

PUENAZOPYRIDINE 

PHENAZOPYRIDINB 

PWF.NAZOPYRIDItUE 

PHENAZOPYRID~NiZ 

PHENAZOPYRIDINE 

PHENAZOPYRIDIt% 

PHINAZOPYRIDIhlg 

HCL 

UCL 

HCL 

HCL 

?ICL 

HCL 

HCL 

UCL 

HCL 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 3 
MEDICAL HISTORY 

SUBJECT 
NUMBER MEDICAL HISTORY GROUP 

LINE 
CONDITION NUMBER 

103 REC!VRRING OR PRESENT CONDITIONS ABNORMAL 

103 GENITO-VRINARY CONUITIONS NORMAL 

104 RECVRRING OR PRESENT CONDITIONS ABNORMAL 

104 GENITO-VRINARY CONDITIONS ABNORMAL 

106 RECVRRING OR PRESEm CONDITIONS NORMAL 

106 GENITO-URINARY CONDITIONS NORMAL 

108 RECURRING OR PRESENT CONDXTIONS ABNORMAL 

108 

201 

GENITO-URINARY CONDITIONS ABNORMAL 

RECVRRING OR PRESEN'T CONDITIONS ABNORMAL 

PHENAZOPYRIDINE HCL 201 GENITO-URINARY CONDITIONS NORMAL 

PHEUAZOPYRIDINE HCL 203 RECVRRXNG OR PRESENT CONOITIONS NORMAL 

PWSNAZOPYRIDINi% HCL 203 GENTTO-URINARY CONDITIONS NORMAL 

PHENAZOPYRIbX%fE HCL 204 RECVRRZNG OR PRliSIt%T CONDITIONS ABNORMAL 

PHENAZOPYltfDINk HCL 204 GEiNITO-URINARY CONBITIONS NORMAL 

PHENAZOPYRIDIttE RCL 706 RBCVRRING OR PRESEt@ CONDITEONS NORMAL 

PHENAZOPYRIDINE HCL 206 GENITO-URINARY CONDITIONS NORMAL 

1 
7 
3 

1 

1 
2 
3 
4 

. 

t 

1 
a 
3 
4 
S 

. 

. 

ABNORMALITY 

POSTMENOPAUSAL 1994 
OSTEOPOROSIS 1994 

ECZEMA EST 1988 

VRINARY TRACT INFECTION 1994 

EXERCISED INDVCSD AST&lA 1996 
ACNE 1996 
CHICKEN POX 1980 

KIDNEY INFECTIONS 1998 

NRARSIGHTED-1980 
ASSTHIYA 1980 
MISCARRIAGX 3/1999 
II LEV8L SPINAL F'VSION 6/1998 

SINilSITES 1999 
ASTHkA 1995 
BRONCHITIS 1999 
MIGRAINES 1999 
DBPRESSION 1999 



TREATNXNT GROUP 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIlXNE XL 

PHBNAZOPYRIDINB HCL 

PHENAZOPYRIDINB HCL 

PHENAZOPYRIDINE HCL 

PHBNAZOPYAIDIWE HCL 404 GENITO-URINARY CONDITIOMS ABNORMAL 

PRENAZOPYRIDINE HCL 502 RBCURRING OR PRESENT CONDITIONS NORWit 

PHENAZOPYRZDINB HCL 502 GSNITO-URINARY CONDITIONS NORNAL 

PHENAZOPYRIDINE HCL 503 RECURRING OR PRESENT CONDITIONS ABNORMAL 

PWENAZOPYRIDIt& HCL 503 GENITO-URINARY CONDITIONS ABNORMAL 

PHENAZOPYRXDINiZ UCL 905 RECUitRING OR PRESENT CONDITIONS NORMAL 

PHENAZOPYRIDINB HCL 505 GENITO-URINARY CONDITIONS NORMAL 

PHENAZOPYRIDIbjS HCL 508 RECURRING OR PRESEN? COHDITIONS ABNORMAL 

PHmJAZOPYRIi)I* WCL 508 GBNITO-URINARY CONDITIONS NORMAL 

PHENAZOPYRIDINk #CL 602 RECtJFtRING OR PRIM&l CONDITIONS NORMAL 

PtlENAZOPYRIDINk HCL 602 GBNITO-URINARY CONDITIONS NORMAL 

PKSNAZOPYRIDINP: HCL 604 RECtIURfNG OR PRESENT CONDITIONS NORMAL 

ADVANCED CARE E'RODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 3 
MEDICAL HISTORY 

SUBJgCT LINE 
NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY 

304 

306 

a03 

403 

404 

RBCURRING OR PRESENT CONDITIONS NORXAL 

GENITO-URINARY CONDITIONS NORMAL 

RIKURRING OR PRSSENT CONDITIONS NORMAL 

WNITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRESENT CONDITIONS ABNORMAL 

. 

. 

. 

. 

1 
a 
3 
1 
5 

1 

. 

1 
a 
3 
6 

1 

. 

1 

, 

. 

. 

. 

BNDOKETREOSIS 1994 
CH?34ICAL IMBALANCE 
HYSTERECTOMY 1994 
PSORIASfS 1995 
ALLERGIC TO SULFA 

BLADDER SUSPENSION 1994 

DYSPEPSIA 1998 ONGOING 
ABNORMAL VTERXt'&! BLEEDING S/10/99 
R OVARIAN CYST 1998 ONGOING 
ALLERGIC% RXINITIS 1999 ONGOING 

TUBAL LIGATION 

NASAL CONGRSTION AND COUGR 1999 

99-00 I -CR 



ADVANCED CARB PRODUCTS 
PROTOCOL NO. 99-001-P 

9 

DATA LISTING 3 
MEDICAL HISTORY 

SUBJECT LINE 
TREATNENT GROUP 

PHENAZOPYRIDINB HCL 

PHENAZOPYRIDINE HCL 

PHBNAZOPYRIDINR HCL 

PHENAZOPYRIDINB UCL 

NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY 

604 GENITO-URINARY CONDITIONS ABNORMAL 

605 RECtlRRING OR PRESENT CONDITIONS ABNORNAL 

605 GRNITO-URINARY CONDITIONS ABNORHAL 

608 RECURRING OR PRESENT CONDITIONS ABushH)RwAL 

PHENAZOPYRIDINE UCL 608 GENITO-URINARY CONDITIONS NORMAL 

PHENAZOPYRIDINE HCL 701 RECURRING OR PRESENT CONDITIONS NORMAL 

PHENAZOPYRIDINFa HCL 701 GENITO-URINARY CONDITIONS NORMAL 

PHENAZOPYRIDINR HCL 703 RECURRING OR PRESBNT CONDITIONS ABNORMAL 

PHBNAZOPYRIDINE HCL 703 GENXTO-URINARY CONDITIONS ABNORKAL 

PHENAZOPYRIDINE HCL 706 RECURRING OR PRESENT CONDITIONS ABNORMAL 

PHENAZOPYRIDIntP. HCL 706 GENITO-URINARY CONDITIONS NORMAL 

PHENAZOPYRID?t& HCL 708 RECURRING OR PRESENT CONDITIONS ABNORMAL 

PHENAZOPYRIDIN$ UCL 708 GENEILTO-URINARY CONDITIONS NORMAL 

PHENAZOPYRIDINB HCL 801 RECURRXNG OR PRESBN? CONDITIONS ABNORMAL 

PHENAZOPYRIDfttk5 UCL 

PHENAZOPYRIDINE HCL 

RERNIA REPAIR 

BACK PROBLRMS 

TUBAL LIGATION 9/3t99 

SINUSITIS 
BACK PROBLEMS 

801 

803 

GENITO-URINARY CONDITIONS ABNORMAL 

RECURRLNQ OR l'RESl3tU‘T CONDITIONS NORMAL 

. 

. 

. 

1 

1 

1 

HYPERTENSION 1994 

COWNIC POLYPS 1990 

HYPERTENSION 1998 

. 

1 DEAF SINCE BIRTH 

. 

1 IMPAIRED HBMING 1955 
2 CATARACTS 1950 
3 ULCERS 1980 
6 HEMORRHOIDS 1973 
5 ASTHMA I.970 
6 W PNBUMONIA 1967 
7 SACK & i'fRCK PRGBLEEIS 1994 
8 THYROID PROBLEMS 1993 

1 
2 

. 

TUBAL LIGATION 1990 
HEMORRHOIDS REUOVED 2975 

9%01) I -CR 117 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

10 

DATA LISTING 3 
MEDICAL HISTORY 

SUBJECT LINE 
TREATNEWf GROUP 

PHGNAZOPYRIVINS HCL 

PHENAZOPYRIDINP: UCL 

NUNBSR MEVICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY 

803 GENITO-URINARY CONDITIONS ABNORNAL 

805 RECURRING OR PRESENT CONDITIONS ABNORMAL 

PHBNAZOPYRIVINk IfCL 805 

PHENAZOPYRIDIN2 HCL 808 

PHENAXOPYRIDINE HCL 808 

PHENAZOPYRIVIWE HCL 901 

PHENAZOPYRIVItf6 RCL 901 

PHENAZOPYRIVIN2 HCL 90a 

PHBIUAZOPYRIDI~ HCL 902 

PWENAZOPYRIDINE HCL 903 

pHKNAZOPYRIDIN'2 HCL 903 

PU2NAZOPYRIVIWg HCL 908 

PHENAZOPYRIDINE WCL 908 

PHENAZOPYRIDINB HCL 1002 

PHENAZOPYRIVI~ HCL 1002 

PHENAZOPYRIVIN2 HCL 1004 

Pif2NAZOPYRIDINtS HCL 1004 

PWENAZOpYRIDIN'2 HCL 1006 

PHENAZOPYRIDX?@ XL 1006 

PHl3NA2OPYRIVINt4 HCL 1008 

GENITO-URINARY CONDITIONS NORNAL 

RECURRING OR PRESEM CONDITIONS ABNORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRPZSENT CONDITIONS NORMAL 

GKNITO-URINARY CONDITIONS ABNORMAL 

RECURRXNG OR PRESENT CONDITIONS ABNORNAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRESENT CONVITIONS NORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRLNO OR PRESENT CONDITIONS NOR.MAL 

GENTTO-URINARY CONDITIONS ABNORMAL 

RECURRING OR PRESBNT CONDITIONS NORMAL 

G~NITO-URINARY cotm1~10Ns NORMAL 

RWURRIN~ OR PRESEN? CONDITIONS NORMAL 

GENITO-URINARY CONDITIONS NORMAL 

RECURRING OR PRESENT CONVITIONS NORMAL 

GENKTO-URINARY CONDITIONS ABNORMAL 

RECURRING OR PRESEN? CONDITIONS ABNORXAL 

1 

1 
a 

. 

1 

. 

. 

1 

1 

. 

. 

. 

1 

. 

. 

1 

1 

TUBAL LIGATION 1996 

HYPBRTENSION 1998 
HYPOTHYROIDISt4 1999 

AN~ISTY/DRPRESSION 2000 

UTI-1998 

ALLERGIS RHINITIS 4/99-USES BECONASE 

UT1 12/98 

7 UT1 AGX 7 

+ BP 1992 



I’henazqyriclinc flptlr~chlirridc Strtrlp 

AWAKED CARS PRODUCTS 
PROTOCOL NO. 99-001-P 

11 

DATA LISTING 3 
MEDICAL HISTORY 

SUBJECT 
NmB!m MEDICAL HISTORY GROUP 

LINE 
CONDITION NUNBER ABNORMALITY 

PHENAZOPYRIDINB HCL 1008 OENITO-URINARY CONDITIONS NORMAL ‘ 



Phenazopyidine Hydrochloride Study Study 99-001-CR 
December. 2080 

Tabulation 4 

Symptoms at Baseline (Visual Analog Score) 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 4 
SUBJECT SYMPTOMS AT BAStZLINE VISUAL ANALOG SCORE 

SUBJECT GENERAL URGENCY 
TREATMENT GROUP NuM6ER bIBCOMFORT TO VOID 

PLACE60 101 
102 
105 
107 
202 
205 
207 
208 
301 
302 
303 
305 
401 
402 
405 
406 
so1 
504 
506 
507 
601 
603 
606 
607 
702 
106 
70s 
767 
807 
804 
806 
607 
904 
90s 
906 
907 

1001 
1003 
1005 
1007 
1301 

9.2 
6.2 
6.6 
4.6 
3.5 
3.5 
7.2 
8.3 
4.0 
7.3 
5.1 
7.4 
5.2 
6.0 
s.2 
6.7 
6.6 
7.2 
4.9 
6.3 

9.5 
9.6 
5.3 

10.0 
4.6 
2.0 
9.1 
7.3 

9:: 
8.1 

5.1 
7.7 
9.7 
5.0 
8.1 
6.8 
9.7 
7.8 
6.4 
4.1 
4.4 
4.4 
9.8 
4.5 
6.2 

3.5 2.9 
3.6 3.5 
5.6 
7.3 
7.6 
S.8 6.3 

7.7 

2: 
6.6 7.2 
4.4 5.0 
9.7 7.7 
7.6 8.0 
8.3 7.8 
8.8 5.6 
6.3 7.4 
6.4 6.4 
6.0 7.8 
9.9 9.6 
4.2 6.6 
8.6 9.1 

DYSURIA 

9.2 
3.7 
6.9 
5.1 
9.9 
2.0 
8.1 
8.4 
6.4 
7.4 
8.5 
6.8 
6.6 
6.9 
5.3 
8.8 
6.7 
7.2 
4.0 
6.3 
0.3 
5.3 
9.3 
4.9 
3.8 
6.4 
3.6 
0.0 
5.7 
8.1 
6.4 
7.5 
8.2 
9.3 
0.5 
8.8 
8.5 
6.9 
8.5 
4.8 
9.0 

1 

TOTAL 
SCORE 

27.9 
19.5 
18.8 
19.7 
18.0 

7.f 
24.4 
24.0 
15.9 
aa. 
a3.3 
i9.a 
19.9 
19.7 
20.2 
a3.3 
21.7 
18.5 
13.7 
17.0 
26.4 
13.3 
23.6 
11.3 
10.9 
19.7 
18.2 
23.8 
17.8 
31.9 
15.8 
24.9 
23.8 
25.4 
23.7 
2a.s 
21.3 
20.7 
70.0 
15.6 
26.8 



SUBJECT 

TREATMENT GROUP 

PRBNAZOPYRIDINR HCL 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 6 
SYMPTOMS AT BASELINB VISUAL ANALDG SCORE 

SUBJECT GENBRAL URGENCY 
NUFIBER DISCOMFORT TO VOID 

103 
106 
106 
108 
201 
203 

3.2 
6.8 
8.0 
5.0 
5.5 
7.7 
7.7 

1z 
8.3 
6.9 
5.a 
9.7 
6.5 . 
3.9 
7.3 

4.0 
8.2 
9.2 
5.0 
8.0 
9.3 
8.0 
7.5 
7.6 
8.8 

204 
206 
304 
603 
404 
502 
503 
505 
508 
602 
606 
605 
600 
701 
703 
706 
708 
801 
803 
805 
808 
901 
902 
903 
908 

1002 
1004 
1006 
1008 

3.7 
5.0 
4.0 
5.0 
8.1 
7.a 
5.6 
7.0 
5.5 
4.8 9.1 
6.3 a.4 
6.2 
5.6 
7.0 
5.5 
6.1 

::;: 
7.2 

6.7 
5.2 
9.5 
7.0 
5.9 
7.5 
7.6 
3.8 
8.5 
8.1 
9.0 
5.1 
4.2 

6.8 
6.7 
9.2 
7.6 
2.S 
5.7. 
7.0 
7.3 

DYSURIA 

3.7 
8.0 
8.2 
7.a 
5.5 

;:: 
7.5 
7.0 
9.2 
8.3 
7.4 
9.7 
9.8 
3.0 
9.8 
9.6 
5.2 
9.1 
4.8 
6.8 
9.7 
7.0 
0.3 
6.2 
3.3 
8.5 
6.5 
8.0 
8.4 
9.1 
5.3 
5.3 
7.5 
8.7 

a 

TOTAL 
SCORE 

10.9 
13.0 
as.4 
17.7 
19.0 
22.0 
a5.3 
2a.5 
24.6 
26.3 
13.9 
17.8 
28.9 
13.3 
12.8 
a4.6 
ao.9 
14.0 
22.4 
17.9 
23.9 
al.0 
16.8 
24.9 
18.3 
17.3 
23.2 
19.5 
20.1 
74.6 
22.2 
13.9 
15.8 
18.5 
a3.2 

122 



Phenazopyridine Hydrochloride Study Study 99401 -CR 
December. 2000 

Tabulation 5 

Clinkal Laboratory Results: Urine Dipstick and Pregnancy Test 

99-Wl -CR 123 



TREATUENT GROUP 

PLACEBO 

ADVANCED C+RE PRODUCTS 
PROTOCOL plo. 99-001-P 

DATA LISTING 5 
LABORATORY RESULTS 

SUBJECT 
IBEX 

URINE 
DIP 

STICK 

101 POSITIVF 
loa POSITIVE 
105 POSITIVE 
107 POSITIVE 
aoa POSITIVE 
a05 POSITIVS 
207 POSITIVE 
a08 eOsITIvE 
301 POSITIVE 
307 POSITIVB 
303 POSITIVE 
305 POSITIVE 
401 POSITIVE 
4oa POSITIVE 
405 POSITItie 
406 POSITIVE 
501 POSITIVE 
564 POSITIVG 
506 POSITIVE 
507 POSITIVE 
601 POSITIVE 
603 POSITIVE 
606 POSITIVE 
607 POSITIVE 
702 POSITIVE 
704 POSITIVE 
70s POSITrtr 
707 POSITIVB 
803 PC)SITIV+E 
006 POSITIVB 
806 POSITItte 
807 POSITIV% 
904 P()SITI'fE 
90s POSITIVI? 
9Q6 POSITIVE 
907 POSITIvE 

1001 POSITIVE 
1003 POSITIViZ 
1005 POSITIVk 
1007 POSITIVE 
1301 POSITIVk 

1 

PREGNANCY 
TEST 

NEGATI~ 
NEGATIVE 
NEGATIVE 
NEGATIVe 
NEGATIVE 

Zi~iiTIm 
NA 
NA 
NEGATIVE 
N~SGATIV~~ 
NEGATIVE 
NEGATIVE 
NEoATIVg 
NEGATIVE 
NGGATIVP. 
NEGATIVE 
ND 
NEGATIVE 
DJEGATIVE 
NEGATIVE 
NEGATIVE 
NEGATI- 
NEGATIVE 
ND 

EGATIVI~ 
N~GATIVB 
NW?ATIV% 

EGATIVE 
NEGATIVP: 
NEGATIVE 
~GATIVE 
~GATIV~ 
NEGATIVE 
NEGATIVE 
NEGATIVE 
NEGATI~~B 
NEGATIVE 
&GATIVB 

I 24 



l*l~en:txnl~grirline 1Jpdmcliliwitlc Sfrdg 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 5 
LABORATORY RESULTS 

SUBJECT 
TREATNENT GROUP NUMBER 

URINE 
DIP 

STICK 
PREGNANCY 

TEST 

PHENAZOPYRIDINR RCL 103 POSITIVE NEGATIVE 
104 POSITIVE NEGATIVE 
106 POSITIVE NEGATIVE 
108 POSITIVE NEGATIVE 
201 POSITIVE NRGATIVE 
203 POSITIVE NEGATIVE 
204 POSITIVE NEGATIVE 
206 POSITIVE NEGATIVE 
304 POSITIVE NEGATIVE 
403 POSITIVE NEGATIVE 
604 POSITIVX NEGATIVE 
507 POSITIVE NEGATXVE 
503 POSITIVZ NEGATIVE 
505 POSKTIVE NEGATIVE 
SO8 POSITIVE NEGATIVE 
602 POSITIVE NEGATIVE 
606 POSITIVR NEGATIVE 
605 POSITIVR ND 
608 POSITIVB NEGATIVE 
701 POSITSVB NEGATIW 
703 POSITIVE ND 
706 POSITIVE ND 
708 POSITIIIE NEGATIVE 
801 POSITI'& NF~GATIVF. 
803 POSITIVE M~GATIV~X 
805 POSSTIVB NEGATIVE 
808 POSITI* NEGATIvl: 
901 POSITIVE ~GATI~ 
902 POSITIIIE NEGATIVE 
903 POSITIVE NEGATIVk 
908 PGSITIM: UEGATIVB 

1002 POSITTVP: NEGATIVE 
1001 POSITIVk NWATIVE: 
1006 POSITIVE NEGATI* 
1008 POSITIVk NlZGATXV& 



Phen-azopyridine Hydrochloride Study Study 99401 -CR 
December, 2000 

Tabulation 6 

Evaluation of Relief 

99401 -CR 126 



i’hcnaxqvyritlinc I-Ipdrochlfwitlc Sftttlg Sf.ncly 99-00 I -CH 
Dccmhcr, 20fM ” - _---- _---.-- -- 

TREATHEW. GROUP 

PLACBBO 

SUBJECT 
NUMBER 

TIME OF 
VOID 

TIME OF 
STUDY 
DOSE 

101 10:40 IO:01 
102 9:fO 9:5!i 
105 ia:is 12:ao 
107 1O:lS 10:30 
202 Id:40 14:45 
205 1l:lO II:13 
207 1o:oo 1o:os 
208 12:ao 12t30 
301 8:25 8:30 
307 9:30 9:45 
303 9:40 9:45 
305 9:30 9:45 
401 13:55 13:56 
402 15:lO 15:lS 
605 1o:ao IO:30 
406 IO:25 10:30 
501 8338 8:40 
504 8:26 8:30 
506 6:OS 8:10 
so7 IO:35 IO:45 
601 9:56 IO:00 
603 8:20 8:ao 
606 7:lS 7:20 
607 7:25 7:25 
702 8:00 a:00 
704 1o:os 1O:lO 
705 IO:30 10:30 
707 IO:07 10:09 
Boa 9:x3 9:30 
804 1O:lS lo:16 
006 11:x 11:30 
807 7:lS 7:30 
904 9:45 9:!io 
905 1o:ao 10:25 
906 11:lS 11:18 
907 9:59 10:03 

1001 9:12 9:15 
1003 10:6S 10:50 
1005 la:40 12:45 
1007 11:60 11:45 
1301 e:oo 8:lS 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 6 
SUBJECT EVALUATION 

COMPLETB 
GSNERAL 
COMFORT 

RELIEF 

YES 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
YES 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
No 
NO 
NO 
NO 
NO 
No 
NO 
NO 
NO 
NO 
NO 
NO 
YES 
NO 
NO 
NO 

RELIEF 
NOURS 

5 
. 
. 
. 
. 
* 
. 
. 
. 
. 
. 
* 
. 
. 
. 

; 

I 
. 
. 
. 
. 
. 
. 

* 
. 
. 
. 
. 
. 
. 
‘ 
. 
. 

i 
. 
. 
. 

RELIEF 
MINUTES 

50 

* 
. 
. 
. 
. 
l 

.  

.  

.  

.  

.  

4iJ 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

. 

il 

. 

DISCOMFORT 
RETURN? 

No 
. 

NO 
. 

. 

. 

.  

0 

.  

.  

NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
NO 
YES 
NO 
No 
No 

Ei 
No 

. 

. 

. 
NO 

. 

NO’ 

TIME OF 
ElmuRN 

. 

. 

llr3i 

127 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 6 
i3URJECT EVALUATION 

TREATMENT GROUP 

PHENAZOPYRIDINE HCL 

SUBJFCT 
NUMBER 

TIME OF 
VOID 

103 10:25 
104 14:55 
106 6:35 
108 12:oo 
201 9:55 
203 10135 
204 14245 
206 1O:lO 
304 15:30 
403 1O:lO 
404 14:55 
507 6:28 
503 9:25 
505 7:32 
508 7:57 
602 et05 
604 et15 
605 1o:so 
608 7:20 
701 1o:oo 
703 9:56 
706 11:x 
708 7:a5 
861 8:15 
eo3 9:so 
805 7:25 
808 10:15 
901 12:30 
902 11:25 
903 1J:JO 
900 9:53 

1002 12:40 
1004 1O:JS 
1006 9:35 
1008 11:oo 

TIXE O? 
STUDY 
DOSE 

COMPLETE 
GSNERAL 
COMFORT 

RELIEF 

10:30 YES 
15:oo NO 

8:40 No 
12:lO YES 
1o:oo YES 
10:45 YES 
15:oo YES 
to:15 No 
lS:31 NO 
1O:lS NO 
15:oo YIW 

et30 YES 
9:30 YES 
7:35 NO 
et00 YES 
et05 YES 
et15 YES 

10:55 No 
7:a5 NO 

1o:oo NO 
1o:oo NO 
11:30 NO 

7:30 NO 
8:10 NO 

lo:oo No 
7130 NO 

1o:ao No 
12335 YES 
11:30 No 
15:34 No 

9:58 YES 
la:45 NO 
1l:OO NO 
1o:oo YES 
11:05 No 

RELIEF 
IiouRs 

1 

. 

i 
. 

5 

RELIEF 
MINUTES 

0 

1 
0 
0 

30 

2; 
48 
10 

4; 
58 
4s 

. 

. 

1; NO' 

DISCOMFORT TXI'fE OF 
RETUHN? RETURN 

No . 

YES 
YES 
YES 
YES 

. 

. 

. 
NO 
NO 
No 
NO 
No 
NO 
NO 
No 
NO 
NO 
NO 
NO 
No 
NO 
NO 
NO 
NO 
No 

* 

NO 

. 

. 

. 

. 

. 

. 

. 

* 
. 

12x 



Phenazopyridine Hydrochloride Study Study 99401 -CR 
December, 2000 

Tabulation 7 

Supplemental Medication 

99-001 -CR 129 







Phenazopgridine Hydrochloride Study Study 99-003 -CR 
December, 3000 

Tabulation 8 
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TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFWCT OF DYSURXA 

102 1 NO RELIEF 250 
2 NO RELIEF 250 
3 NO RELIEF 275 
4 NO RELIEF 250 
5 A LITTLE RELIEF 250 
6 NO RELISF 175 

207 1 NO RELIEF 50 
2 A LITTLE RELIEF 100 
3 A LITTLE RELIEF 80 
4 NO RELIEF 75 
5 NO RELIEF 75 
6 NO RELIEF SO 

202 1 NO RELIEF 200 
2 NO RELIEF 200 
3 A LITTLE RELISF so0 

205 1 A LOT RELIEF 400 
2 A MT RELIEF 600 
3 A LOT RPELIEF 220 
4 A LOT RELIEF as0 

105 1 NO RELIEF 100 
2 NO RELIEF 1s 
3 A LITTLE RELIEF 156 
4 A LITTLE RELIBF 175 

107 1 ND RELIEF 50 
2 SOME RELIEF 200 
3 SOME RELIEF 300 
4 A LOT RELIEF 320 
5 A LITTLE RELIEF 300 
6 A LOT RELEEF 225 

SUBJECT NUMBER 
NUMBER OF VOIDS RELIEF 

VOLUME OF 
URINE 

CQLLECTPOES 

101 1 NO RELIEF 75 
2 A LOT RELIEF 75 
3 A LOT RELIEF 100 
4 COMPLETE RELIEF 200 

1 



TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

RDVMED CARE PRODWTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSURIA 

307 1 NO RELIEF 
2 NO RELIEF 
3 A LOT RELIEF 
d A L@l' RELIEF 
5 A LOT RELIEF 

303 1 
2 
3 
4 
5 
6 

305 1 
2 
3 
6 

301 1 

i 
0 
5 
6 
7 
8 
9 

10 

SUBJECT Nmu3BR 
NUMBER OF VOEDS 

207 7 
8 
9 

10 

RELIEF 

VOLUME OF 
URINE 

COLLECTION 

NO RELIEF 20 
No RELIEF 75 
NO RELIEF 30 
NO RELIEF 30 

208 1 NO RELIEF 75 
2 NO RELIEF 100 
3 NO RELIEF 75 
d NO RELIEF 7s 

NO RELIEF 75 
A LITTLE RELIEF 125 
SOME RELIEF 350 
SOHE RELIEF 325 
A LOT RELIEF 300 
A LOT RELIEF 350 
A LOT RELIEF 400 
A LOT RELIEF 300 
A LOT RELIEF 450 
A LOT RELIEF 325 

NO RELIEF 
NO RELIEF 
No RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 

NO RELIEF 
NO RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 

7s 
50 

300 
200 
a00 

200 
250 
350 
350 
100 

75 

90 
90 

100 
75 



TRKATNENT QROVP 

PLACEBO 

PLACEBO 

PLACE00 

PLACSBO 

PLACEBO 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 6 
EFFECT OF DYSVRIA 

402 1 
2 
3 
a 

405 1 
a 
3 
4 

406 1 
2 
3 
4 
5 

501 1 
2 
3 
4 
5 
6 

506 1 
7 
3 
4 
5 
6 

SUBJECT NVMBER 
NVMSER OF VOIDS RELIEF 

401 1 NO RELIEF 
2 NO RELIEF 
3 NO RELIEF 
4 A LITTLE RELIEF 
5 NO RELIEF 
6 NO RELIEF 
7 NV RELIEF 
8 NO RELIEF 
9 NO RELIEF 

A LITTLE RELIEF 
A LOT RELIEF 
A LOT RELIEF 
SOME RELIEF 

A LITTLE RELIEF 
SOME RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 

NO RELIEF 
NO RELIEF 
SOME RELIEF 
A LOT RELISF 
SOMS RELIEF 

NO RELIEF 
A LITTLE RELIEF 
SOME RELIEF 
A LOT RELISP 
A LOT RELIEF 
COMPLETE RELIEF 

NO RELIEF 
A LITTLE RELIEF 
A LITTLS RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 

3 

VOLUME OF 
URINE 

COLLECTION 

440 
200 
280 
300 
100 
350 
350 
200 
200 

lzl 
200 
200 

130 
150 
100 

50 

75 
150 
150 
100 
250 

15 
10 
30 
70 
95 

140 

45 
90 

100 
20 

110 
75 



TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 507 

PLACEBO 

PLACEBO 

PLACEBO 606 

PLACEBO 607 

PLACEBO 702 

PLACEBO 706 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTINO 8 
EFFECT OF DYSURIA 

SUBJECT 
NUMBER 

504 

506 

601 

603 

NlJ?tBER 
OF VOIDS 

7 

1 
a 
3 

1 
a 
3 

1 
2 

1 
a 
3 
4 

1 
a 
3 
4 
5 

1 
I 
3 
a 

1 

3 
4 

1 
2 
3 
4 
5 

RELIEF 

VOLUME OF 
URINE 

COLLECTION 

A LITTLE RELIEF 10 

NO RELIEF 35 
NO RELXEF 30 
A LITTLE RELIEF 30 

NO RELIEF as 
A LITTLE RELIEF 10 
A LOT RELIEF 70 

A LOT RELIEF 170 
A LOT RELIEF 50 

SOME RELIEF 100 
A LOT RELIEF 160 
A LOT RELIEF 70 
A LOT RELIEF 30 

SOME RELIEF 150 
SOME RELIEF 150 
SOME RELIEF 180 
SOME RELIEF 100 
SOME RELIEF 130 

A LITTLE RELIEF 80 
A LITTLE RELIEF 90 
A LOT RELIEF 90 
A LOT RELIEF 30 

A LITTLE RELIEF 60 
A LITTLE RELIEF 50 
A LITTLE RELIEF 60 
A LITTLE RELIEF 40 

NO RELIEF 10 
A LITTLE RELIEF 30 
SOME RELIEF 55 
SO@ RELIEF 20 
SOME RELIEF 30 



I 'htnampyridine fiydr~chloriclc Stwly 

- 

TRBATNENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 6 
EFFECT OF DYSURIA 

101 1 SOUE RELIEF 30 
2 SOME RELLEF 40 
3 A  LOT RELIEF 35 
4 A LOT RELIEF so 
5 A LOT RELIEF 60 
6 A LOT RELIEF 25 

em 1 A LITTLE RELIEF 
a SOXE RELIEF 
3 SOME RELIEF 
4 SOME RELIEF 
5 SDFlE RELIEF 
6 SOME RELIEF 
7 SOME RELIEF 
e A LOT RELIBF 

804 1 

ii 
4 
5 
6 
7 
e 

806 1 SOME RELIEF 
2 SOME RBLIFW 

SUBJECT NUMBER 
NUMBER OF VOILlS RELIEF 

704 6 SOME RELIEF 20 
7 SOME RELIBF 10 
e NO RELIEF lb 
9 NO RELIEF 10 

10 SOME RELIEF 30 

705 1 A LITTLE RELIEF SO 
a A LITTLE RELIEF 80 
3 SOME RELIEF 5 
4 SORE RELIEF 40 
5 SOME RELIEF 10 

A LITTLE RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 
A LITTLft RELIEF 
A  LITTLE RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 
A LTTTLE RELLEF 

70 
130 

10 
50 
75 

130 
110 

20 

10 
5 
5 
3 

25 
5 

10 
5 

120 
120 

W-Of) I -CR 137 



i I’henaaopyrirl inc Hydmchbriclc SfwIy Sfwly 99-oar-cu 
kemhcr, 2iMo 

TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSURIA 

907 1 NO RELIEF 60 
2 SOME RELIEF 4s 
3 SOME RELIEF 20 

1001 1 

s 
6 

807 1 A  LITTLE RELIEF 90 
2 A LITTLS RELIET 9s 
3 A LITTLE RELIEF 2s 
4 A LITTLE RELIEF 10 
5 A  LITTLE RELIEF 5s 

904 1 A  LITTLE RELIEF 35 
a A LITTLE RBLIEF 55 
3 SOME RELIEF 40 

905 1 NO RELIEF 210 
2 A  LOT RELIEF 140 

906 1 NO RELIEF 50 
2 A  LITTLE RELIEF 60 
3 A LITTLE RXLIEF 30 

SUBJECT NTJMEBR 
NUMBER OF VOIDS 

806 3 
a 
5 
6 
7 

RELIEF 

VOLUME OF 
URINE 

COLLECTXON 

SOME RELIEF 120 
SOME RELIEF 120 
SOME RELIEF 120 
SOW6 RELIEF 120 
SOME RELIEF 120 

NO RFaLIEP la0 
SOME RELIEF 220 
SOME RELIEF 260 
SOME RELII5F 130 

1003 1 NO RELIEF 30 
2 A LITTLE RELIEF SO 
3 A LITTLE RELIEF 65 
4 SOME RELIEF 30 
5 A  LOT RELIEF 35 
6 COMPLETE RELIEF 70 
7 COMPLETE RELIEF 25 

6 
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Phenaztipyritl ine Hyrlrochltwitlc Sturdy 

TREATMENT QROUP 

PLACEBO 

PLACEBO 

PLACEBO 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSDRIA 

SUBJCCT tufmem 
dear OF VOIDS 

1005 1 A  LITTLR RSLIEF a60 
a NO RSLIBP 60 

1007 1 A LITTLE RELIEF 
2 No RELIEF 
3 A LITTLE RELIEF 
4 A LITTLE RELIEF 

1301 1 NO RELIEF 
a NO RELIEF 
3 ND RELIEF 
0 NO RELIEF 
5 NO RELIEF 
6 NO RELIEF 
7 NO RBLIEP 
0 NO RELIEF 

170 
170 
120 

90 

30 
20 
25 
30 
45 

100 
10 
10 

RELIEF 

7 

VOLUME OF 
URINE 

COLLECTION 



TREATMENT GROUP 

PRENAZOPYRIDIIUK 

PHENAZOPYRIDINK 

PWENAZOPYRIDINK HCL 

PKKNAZOPYRIDINB HCL 

PWENAZOPYRIDItJE HCL 

PHKNAZdPYRIDXNE HCL 

PRENAZOPYRIDIN'K HCL 

PHKNAZOPYRIDINK HCL 206 1 A LITTLK RKLIKF 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFKCT OF DYSDRIA 

106 1 NO RELIEF 
2 SOMK RELIEF 
3 SOMK R3tIKF 
4 SOME RKLIKF 
5 SOMK RELIEF 
6 A LOT RKLIKF 
7 A LOT RKLIKF 

108 1 NO RKLIKF 
a COMPLKTE RELIEF 
3 COWPLKTE RELIEF 
4 A LOT RELIEF 

201 1 NO RELIEF 
2 NO RELIEF 
3 A LOT RELIEF 
a A LITTLZ RKLIKF 

203 1 NO RELIEF 
2 SOME RKLIZF 
3 NO RKLIKF 

704 1 SOMK RSLIEF 
2 A LOT RKLIKF 
3 COMPLETE RELIEF 
4 COMPLKTZ RELIEF 

SUBJKCT NU?4BER 
NUNSER OF VOIDS RELIEF 

HCL 103 1 NO RELIEF 
2 COMPLETE RELIEF 
3 COMPLETE RELIEF 
0 COMPLETE RKLIEF 

HCL 104 1 SOMK RELIEF 
a A LOT RELIEF 
3 A LOT RKLILF 
4 A LOT RGLIEF 
5 A LOT RELIEF 

VOLUME OF 
URINE 

COLLECTIB~ 

100 
225 
350 
100 

75 
100 
125 
200 
12s 

SO 
225 
150 
150 
250 

12 

50 
200 
110 
300 

80 
100 
100 

75 

150 
150 
150 

95 
75 
85 
95 

100 

140 



TRBATEdENT QROUP 

PHENAZOPYRIDINE 

PHENAZOPYRIDINE HCL 304 

PHENAZOPYRIDINE HCL 403 

PHENAZOPYRIDINk HCL 404 

PWENAZOPYRIDINE UCL 502 

PHBNAZOPYRIDINE HCL 503 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSURIA 

SUBJECT NUNBER 
NVUBER OF VOIDS RHLIEF 

VOLUME OF 
URINE 

COLLECTION 

HCL 206 a SOME RELIEF 100 
3 SOME RELIEF lf0 
4 SOMR RELIEF 150 
5 SONE RELIEF 150 
6 SONE RELIEF 75 

1 NO RELIEF 300 
a SOME RELIEF 100 
3 SOME RELIEF 75 
a SOMX RELIEF 100 
3 SOME RELIEF a5 
6 A LITTLE RELIEF 450 
7 NO RELIEF 80 
8 A LITTLE RELIEF 61) 
9 A LITTLE RELIEF 80 

1 A LITTLE RELIEF 100 
a A LITTLE RELIEF 7s 
3 SON3 RELIEF 175 
4 A LOT RELIEF too 

1 A LOT RELIEF 200 
2 A LOT RELIEF 300 
3 A LOT RELIEF 250 
4 A LOT RBLSEF zoo 

1 SOME RELIEF 30 
a SONE RELIEF 65 
3 A LOT RELIEF 50 
4 COMPLETE RELIEF 90 
5 COMPLETE RELIEF 11D 

1 NO RELIEF 18 
2 A LITTLE RELIEF 30 
3 SOUE RELIBF 110 
4 A LOT RELIEF 180 
5 COMPLETE RELIEF 130 
6 COMPLETE RELIEF 150 

141 



I’lfcffazffl~yricliffc I-lydroclflarifle Sfwiy 

PHGNAZOPYRIDIN'E HCL 508 1 
a 
3 
6 
5 

PRENAZOPYRIDINE FtCL 601 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSURIA 

SUBJECT NUMBER 
TREATNENT GROUP NUMBER OF VOIDS RELIEF 

PXENAZOPYRIDINE HCL 505 1 
a 
3 
4 
5 
6 
7 

i 
10 
11 
12 
13 
14 
15 
16 
17 

NO RELIEF 
NO RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 
A LITTLE RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIEF 
A LOT RELIBF 

A LOT RELIEF 
A LOT RELIEF 
COMPLETE RELIEF 
COMPLETE RELIEF 
A LOT RELIEF 

A LITTLE RELIEF a0 
A LDT RELIEF 100 
A LOT RELXEF 30 
A LOT RELIEF 60 
CDMPLETE RELIEF 60 

PHENAZOPYRIDINE HCL 604 1 A LITTLE RELIEF 
a A LOT RELIEF 
3 A LOT RELIEF 
6 COMPLETE RELIEF 

PHENAZOPYRIDIl& HCL 605 1 A LITTLE RELIEF 
a SOME RELIEF 
3 SOHE RELIEF 
b A LOT RELIEF 

VOLUME OF 
URINE 

COLLECTION 

30 
120 

12 
30 

1:: 
30 
30 
30 
10 

5 
10 
30 
10 
20 

s 
10 

40 
45 
50 
30 
90 

100 
110 
170 
200 

1:: 
09 
61 
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ADVANCBD CARE PRODDCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EQFECT OF DYSURLA 

PHENAZOPYRIDINE RCL 701 

PHENAZOPYRIDZNE XCL 703 

PHENAZOPYRIDINE RCL 706 

PWENAEOPYRIDINE HCL 708 

TREAATEIENT GROUP 
SUBJCCT NUMBER 

NVNSER OF VOIDS RELIEF 

VOLUME OF 
URIN% 

COLLECTION 

PHENAZOPYRIDSNE HCL 605 5 A LOT RELIEF 20 

PRENAZOPYRIDINE UCL 608 1 SOME RELIEF 130 
a SOME RSLIEP 70 
3 SOME RELIEF 70 
4 SO= RELIEF 100 
5 A LOT RELIEF 90 
6 A LOT RELIEF 80 

1 NO RF.LIEF 130 
a NO RELIEF 130 
3 A LITTLK RELIEF 110 
a A LITTLE RELIEF 90 
s SOME RELIEF 140 

NO RELIEF 
A LITTLE RELILF 
SOME RELIEF 
SOEIE RELIEF 
SOME RELIEF 

40 

1::: 
SO 
60 

NO RELIEF 125 
NO RELIEF 150 
A LITTLE RELIEF 160 
SOME RELIEF 90 
SOME RELIEF 160 
SOME RELIEF 50 
SOME RELIEF 175 
SOME RBLIEF 180 

1 A LITTLE RELIEF 160 
a SOME RELIEF 130 
3 SOME RELIBF 150 
d SO138 RELIEF 70 
5 SOXE RELXEF 60 
6 SOME RELIEF SO 
7 SOHE RELIEF 110 
8 SOME RELIEF 130 

143 



PXENAZOPYRIDINS UCL 803 1 A LITTLE RELIEF 100 
a SOMFi RKLIKF 40 
3 SOME RELIEF 50 
4 SOME RISLIEF 60 
5 SOME RJZLIEF 100 
6 A LOT RELIEF 40 
7 A LOT RELIEF 100 

PRENAZOPYRIDLNE HCL 805 1 A LITTLE RELIEF 25 
a SOME RELIEF 110 
3 SOME RELIEF 5 
4 SOME RELIEF 35 
5 A LOT RELZBF 40 

PHENAZOPYRIDIt8E RCL 

PHENAZOFYRIDINE RCL 

ADVANCED CARE PRODUCTS 
PROTOCOL ND. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSVRIA 

SUBJECT NVMBER 
TREATKENT GROUP NVMBER OF VOIDS RELIEF 

VOLDWE OF 
URINE 

COLLECTION 

PRENAZOPYRIDINE HCL 801 1 
a 
3 
4 
5 
6 
7 

9" 

A LITTLE RELIEF 110 
A LITTLE RELIEF 90 
A LITTLE RELIEF la0 
A LITTLE RELIEF 50 
A LITTLE RELIEF 25 
A LITTLE RELIEF 60 
A LITTLE RELIEF 100 
A LITTLE RELIEF 130 
A LITTLE RELIEF 170 

808 1 A LITTLE RELIEF 
a A LITTLE RELIEF 
3 A LXTYLE RELIEF 
4 A LITTLE RHLIEF 
5 A LITTLE RELIRF 
6 A LITTLE RELIEF 
7 A LITTLE RELIEF 
8 A LITTLE RELIEF 
9 SOME RELIEF 

10 SOME RELIEF 
11 SOME RELIEF 
12 SOME RELIEF 

5 
5 

10 

:: 
40 

100 
110 

75 
10 
a5 
15 

901 1 SOME RELIEF 50 
a A LITTLE RELIEF 65 



TRLSATW?.NT GROUP 

PHENAZOPYRIDINE 

PHENAZOPYRIDINS 

ADVANCED CARS PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 8 
EFFECT OF DYSURIA 

PHENAZOPYRIDINE IfCL 903 

PHENAZOPYRIDINE RCL 908 

PHENAZOPYRIDINZ HCL 1002 

PHENAZOPYRIDINk HCL 1004 

PRENAZOPYRIDIltE HCL 1006 

PHENAZOPYRIDIMi5 HCL 1008 

SUBJECT NUMBER 
NUMBER OF VOIDS 

HCL 901 3 

HCL 902 1 

: 
4 

RELIEF 

VOLUME OF 
URINE 

COLLECTION 

SOME RELIEF 55 

NO RELIEF 390 
SOME RELIEF 420 
A LOT REtLIEF 300 
A LOT RELIEF 310 

1 A LITTLE RELIEF 30 
2 SOME RELIEF 35 
3 A LITTLE RELIEF 35 

1 A LOT RELIEF 110 
2 COMPLETE RELIEF 90 

1 NO RELIEF 5s 
2 SOME RELIEF 160 
3 SOME RELIEF 180 
4 SOblE RELIEF 200 
5 A LITTLE RELIEF 170 
6 A LITTLE RELIEF 50 

1 A LITTLE RELIEF 70 
2 SOME RELIEF 00 
3 SOME RELIEF 80 

1 NO RELIEF 60 
2 A LITTLE RELIEF 90 
3 SOME RELIEF 45 
4 SOME RELIEF 90 
5 SOME RELLEF 50 
6 SOW. RELIEF 130 
7 SOME RELIEF 160 
8 SOME RELIEF 30 
9 SOME RELIEF 130 

1 A LITTLE RELIEF 120 
2 SOME RELIEF 90 
3 A LITTLE RELIEF 75 

13 
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1 

CONTINUING 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9A 
ADVERSE EXPERIENCES 

ADVERSE EXPERIENCE START DATE STOP DATE 

HEADACHE 1012111999 10/31/1999 

TRLATUENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

SUBJECT ANY ADVERSE 
NUUBER EXPERIENCE? 

101 YES 

102 NO 

105 No 

107 NO 

707 YES 

PLACEBO 205 

PLACEBO 307 

PLACEBO 208 

PLACEBO 301 

PLACBBO 302 

PLACEBO 303 

NO 

No 

YES 

NO 

NO 

YES 

PLACEBO 305 No 

PLACEBO 401 No 

PLACBBO 402 NO 

PLACEBO 405 No 

PLACBBO 406 NO 

PLACEBO 501 NO 

PLACEBO 504 NO 

PLACEBO 506 NO 

AE 
NUMBER 

1 

. 

1 ITCHING-UPPER EXTREMITIES h CHEST 11/16/1999 11/16/1999 
2 BUMPS-UPPER EXTREUITIES h CHEST 1111613999 1111611999 
3 REDNESS-UPPER EXTREMITIES P CREST 11/16/3999 1111611999 

. 

* 

* 

02/21/2000 1 KXDNEY INFECTION 

* 

1 
a 

HEADACHE 
NAUSEA 

0410417000 
00/04/7000 

04104/aooo 
0b10411000 

. 

. . 

. 

. 

. 

00-00 I -Cl1 147 



TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACE80 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACRBO 

PLACBBO 

PLACE00 

PLACEBO 

PLACEBO 

PLACE00 

PLACEBO 

SUBJECT 
NUNBER 

507 

601 

603 

606 

607 

702 

704 

705 

707 

soa 

804 

806 

807 

904 

905 

906 

907 

1001 

1003 

1005 

1007 

ADVANCED CARE'PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LLSTINt3 9A 
ADVERSE EXPERIENCES 

ANY ADVERSE AE 
EXPERIENCE? NUMBER ADVERSE EXPERIENCE START DATE STOP DATE COtJTENUIN(3 

No * . . 

NO . 

NO . . . . 

NO . . . 

No . . . 

No . . 

NO . . . 

No * * . 

NO . * . 

NO . . 

NO . . 

NO . . . . 

NO . . . . 

No . . . a 

NO . . . a 

No ‘ . . . 

NO . . . 

NO . . 

NO . 

No . . . 
NO . . 

14x 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

3 

DATA LISTING 9A 
ADVERSE EXPBRfENCES 

TREATNENT GROUP 

PLACEBO 

SUBJECT ANY ADVERSE AE 
NUMBER EXPERIENCE? N~R~BER AdVe~8t4 EXPERIENCE 

1301 NO 

START DATE STOP DATE CONTINUING 

. . 



TREATMENT GROUP 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINB HCL 

PHENAZOPYRIDINZ HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDIt8E HCL 

SUBGECT 
NUMBER 

103 

104 

106 

108 

a01 

203 

204 

PHBNAZOPYRIDINE UCL 206 

PHENAZOPYRfbXNE HCL 304 

PHENAZOPYRIDINB HCL 603 

PHENAZOPYRIDINR HCL a04 

PHENAZOPYRIbIhte HCL soa 

PHSNAZOPYRIDINk HCL so3 

PHENAZOPYRIDIbfE HCL so5 

PHENAZOPYRIDINE HCL 508 

PHENAZOPYRIbIhSE HCL 602 

PHENAZOPYRIDINP. HCL 604 

PHENAZOPYRIDINB HCL 605 

PHENAZOPYRIDINE HCL 608 

PHBNAZOPYRIDINk HCL 701 

~wcmlwr, 2QiiO -- - 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

4 

DATA LISTINQ 9A 
ADVERSE EXPERIZNCRS 

ANY ADVERSE AZ 
LXPERIENCE? NUMBZR ADVERSE EXPZRIBNCE START DATE STOP DATE CONTINUINO 

NO . . 

NO . 

NO . . . 

NO . * 

YES 1 NAUSEA 1012211999 10/22/1999 . 

YES 1 HEARTBURN 01~07cio00 01~07/7000 , 

YES 1 NAUSEA/VOMITING 01/1512000 01/1612000 . 
a LOW ABDDMEN PAIN 01/15/2000 01/1612000 . 

NO 

NO . . . 

NO . 

NO . . 

No . . * 

No . * . 

NO . . . 

NO . . . 

NO 

NO . . 
NO . 
NO . . 

NO . . 



TREATMENT GROUP 

PWZNAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHZNAZOPYRIDINZ HCL 

PAZNAZOPYRIDIIUZ HCL 

PHENAZOPYRIDINiF HCL 

PHENAZOPYRIDINE HCL 

PHKUAZOPYRIDIN‘Z HCL 

PHBNAZOPYRIDIEts HCL 

PHENAZOPYRIDINE HCL 

PHZNAZOPYRIDINli  HCL 

PRENAZOPYRZDINZ HCL 

PHENAZOPYRIDIN$ HCL 

PHKNAZOPYRIDINS HCL 

SWBJECT 
NUMBZR 

703 

706 

708 

a01 

803 

805 

808 

901 

901 

903 

908 

1002 

1004 

1006 

1008 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9A 
ADVERSE ZXPZRIENCZS 

ANY AD'JZRSE AZ 
EXPERIENCE7 NUHBBR ADVERSE BXPZRIENCZ 

NO 

NO 

START DATE STOP DATE CONTINUING 

. . . 

. 

No 

NO 

NO 

No . 

NO 9 

No 

No . . . . 

NO * . . 

NO 

YES 1 NAUSEA 

NO 

No . 

NO 

. a  

06103/2OQO 04/03/2OQO . 

9 .  .  

.  *  .  

. . . 

. 

. . 

. . 

. . . 

. . . 

. . 



TREATNENT CROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

SVBJECT AK 
NUMBER NUMBER ADVERSE EXPERIENCS 

101 

1oa 

105 

107 

202 

PLACEBO 105 

PLACEBO 307 

PLACEBO 208 

PLACEBO 301 

PLACES0 307 

PLACER0 303 

PLACEBO 305 

PLACEBO 601 

PLACEBO 407 

PLACEBO 405 

PLACEBO 406 

PLACEBO 501 

PLACEBO 504 

PLACEBO 506 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9B 
ADVERSE EXPERIENCES (CONT) 

SEVERITY CAUSE ACTION 

1 

1 
a 
3 

. 

1 

1 
a 

. 

. 

. 

. 

. 

HEADACHE WILD POSSIBLE NONE 

ITCHING-UPPER EXTREMITIES & CHEST MODERATE POSSIBLE OTHER 
BUMPS-UPPER EXTREMITIES h CHEST MODERATE POSSIBLE OTRKR 
REDNBSS-UPPER EXTREMITIES & CHEST MODERATE POSSIBLE 0VHF.R 

. 

. 

KIDNEY INFECTION SEVSRE NOT RELATED 

. 

HEAt)AClW MILD POSSIBLE 
NAUSEA MILD POSSIBLE 

. 

1 

OTHRR 

NONE 

. 

I.52 



ADVANCED CARI PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9B 
ADVERSE EXPERIENCES (CONT) 

TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACFiBO 

PLACBBO 

PLACEBO 

PLACEBO 

DLACBBO 

PLACBBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBd 

PLACEBO 

PLACEBO 

SUBJECT Al3 
NUMBER NUWBRR ADVERSE EXPERIBNCB 

507 

601 . 

603 

606 

607 

701 

704 

705 

707 

8oa 

806 

806 

807 

904 

905 

906 

907 . 

1001 . 

1003 

1005 

1007 

SEVERLTT CAUSE ACTION 

. 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

3 

DATA LISTING 9B 
ADVERSE EXPERIENCES (CONT) 

SUBJECT AI3 
TREATWENT GROUP NWBBR NUMBER ADVBRSE EXPERIENCE SBUERITY CAUSE 

PLACEBO 1301 . . 

ACTION 

. 



TREATY GROUP 

PHENAZOPYRIDINZ HCL 

PWENAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHENAZOPYRIDINZ HCL 

PHZNAZOPYRIDINZ HCL 

SUBJECT AZ 
NUNBER NUMBER ADVZRSE EXPZRIZNCZ 

103 

104 

106 

108 

201 

203 

204 

PHZNAZOPYRIDINZ HCL 206 

PHZNAZOPYRIDINZ HCL 304 

PKZNAZOPYRIDINZ XCL 603 

PKENAZOPYRIDINE HCL 404 

PHENAZOPYRIDINE HCL 502 

PHENAZOPYRIDInfe HCL 503 

PHENAZOPYRIDINZ HCL 505 

PHHNAZOPYRIDINE KCL 508 

PHHNAZOPYRIDINS HCL 602 

PHZNAZtbPYRIDINB HCL 601 

PHENAZOPYRIDfNB HCL 605 

PHZNAZOPYRIbItfZ HCL 608 

PHENAZOPYRIDINZ HCL 701 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9B 
ADVZRSZ EXPERIENCES (CONT) 

SEVERITY CAUSE ACTION 

. 

. 

. 

1 

1 

1 
7 

* 

. 

. 

. 

. 

. 

NAUSEA MILD PROBABLE 

HEARTBURN UODERATE POSSIBLE 

NAUSEAWOMITTNG MODERATE UNLIKELY 
LOW ABDOMEtN PAIN NODZRATB UNLIRZLY 

. 

. 

. 

. 

, 

. 

. 



TREATMENT GROUP 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINB HCL 

PHENAZOPYRIDINB HCL 

PHENA'ZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINB HCL 

PHENAZOPYRIDINE HCL 

PFWNAZOPYRIDINE HCL 

PHENAZOPYRIDIhlP. HCL 

PHENAZOPYRIDINP: HCL 

PHENAZOPYRIDI~ HCL 

PHENAXOPYRXDINB HCL 

PHENAZOPYRIDI~ HCL 

PHENAZOPYRID~NE WCL 

DATA LISTING 98 
EXPERIENCES (CONT) ADVGRSE 

SUBJECT AE 
HUMBER NUMBER ADVERSE EXPERIENCE SBVERITY 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

703 

706 

708 

801 

803 

805 

808 

901 

962 

903 

908 

1002 

1004 

1006 

1008 

NAUSEA 

. 

CAUSE ACTLON 

. 

. 

MODERATE PROBABLE NONE 

. * 

. . 

. . 

09-00 1 -CR 



I 'henaxoJ~yridine Hgdr~chloride Study 

TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 205 

PLACEBO 207 

PLACEBO 208 

PLACEBO 301 

PLACEBO 302 

PLACEBO 303 

PLACEBO 305 

PLACEBO 401 

PLACER0 402 

PLACEBO 405 

PLACEBO 406 

PLACEBO 501 

PLACEBO 500 

PLACRBO 506 

SUBJECT 
NUMBER 

101 

toa 

105 

107 

701 

ADVANCE0 CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9C 
ADVEiRSR EXPERIBNCES (CONT) 

AEI 

1 

. 

1 
2 
3 

1 

. 

1 
2 

. 

. 

ADVERSE EXPERIENCE oIJTcoME 

HEADACHE RECOVERED FROM ADVERSE EXPERIENCE 

ITCHINGUPPER EXTREMITIES h CHEST RECOVERED FROM ADVERSE EXPERIENCE 
BUMPS-UPPER RXTREMITIES h CHEST RECO#ZREO FROM AbVERSE EXPERIENCE 
REONRSS-UPPER EXTREMITIES k CHEST RECOVERED FROM AO%RSE EXPERIENCE 

KIDNEY INFBCTION 

HEADACHE mxOVERE0 m4oM ADVERSE EXPBRIBNCR 
NAUSEA RECOVERED FROM ALWkRSE EXPPRIENCE 

. 

. 

. 

RECOVERED FROU AOVRRSE EXPERIENCE 

. 

. 

. 



Rudy 99.001 -CR 
Jhccndwr, 2000 

TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACBBO 

PLAtXBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACtEO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACHBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

SUBJEZCT 
NUMBER 

507 

601 

603 

606 

607 

707 

700 

705 

707 

802 

804 

806 

607 

904 

905 

906 

907 

1001 

1003 

1005 

1007 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9C 
ADVERSE EXPERIENCES (CONTI 

AE 
NUMBER ADVERSE EXPERIENCE ouTcoNE 

. 

. 

. 

. 

. 

. . 

. 

. 

. 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

3 

DATA LISTING 9C 
ADVERSE EXPERIENCES (CONT) 

TREATMENT GROUP 

PLACEBO 

SUBJECT AE 
NUMBER NUMBER ADVERSE EXPERIENCE 

1301 . 

OUTCOME 

IS9 



TREATMENT GROUP 

PHBNAZOPYRIDINB HCL 

PRENAZOPYRIDINB HCL 

PHENAZOPYRIDlNE HCL 

PWENAZOPYRIDINB HCL 

PHBNAZOPYRIDINR WCL 

PHENAZOPYRIDINB HCL 

PHENAZOPYRZDINB HCL 

SUBJECT 
NUMBER 

103 

104 

106 

108 

201 

203 

a04 

PHENAZOPYRIDINB HCL 206 

PHENAZOPYRIDINB HCL 304 

PHHNA2OPYRIDENE HCL 403 

PHENAZOPYRfDINE HCL 404 

PHE!NAZOPYRIDXNR HCL so2 

PHENAZOPYRIDINR HCL so3 

PHEehtnZOPYRIDINk HCL so5 

PHENAZOPYRIDINB HCL 508 

PHECNAZOPYRIDINB RCL 601) 

PHBNAZOPYRIDI?.fE HCL 604 

PHENAZOPYRIDINB HCL 605 

PHltNAZOPYRIDfhlG HCL 608 

PHENAXOPYRIDII@t HCL 701 

AE 
NUMBER 

. 

. 

1 

1 

1 
a 

‘ 

. 

. 

. 

. 

. 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTINQ 9C 
ADVBRSE EXPERIENCES (CON-i-1 

ADVERSE EXPERIENCE OUTCOME 

NAUSEA RECOVFeRED FROM ADVERSE EXPERIENCE 

HEARTBURN RECOVEREO FROM ADVSRSB EXPERIENCE 

NAUSEA/VOMITING RECOVIGRBD FROM AD'fERSE EXPERIENCE 
LOW A3DOMEN PAIN RECOVERED FROM ADVkRSE EXPERIENCE 

. 

. 

. 

1 An 



TREAT?+lBNT GROUP 

PHENAZOPYRIDINS HCL 

PHBNAZOPYRIDINE HCL 

PXENAZOPY8'IDINB RCL 

PHENAZOPYRIDINB HCL 

PWENAZOPYRIDINS RCL 

PHENAZOPYRIDINE HCL 

PRENAZOPYRIDXNE HCL 

PUENAZOPYRXDINB HCL 

PHENAZOPYRLDINE HCL 

PIiSNAZOPYRIDINE HCL 

PXSNAZOPYRIDINE RCL 

PHENAZOPYRIDINk HCL 

PWENAZOPYRIDIN‘S RCL 

PHENAZOPYRfDINk UCL 

PHENAZOPYRIDZNE HCL 

SUBJgCT 
NUHBER 

703 

706 

706 

801 

603 

805 

800 

901 

902 

903 

908 

1002 

1004 

1006 

1008 

ADVANCBD CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9C 
ADVERSE EXPERIENCES (CONT) 

AE 
NUMBER ADVERSE EXPERIENCE OUTCOME 

. 

1 NAUSEA RECOVkRED PROM ADVERSE EXPERIKNCE 

. 



t’ke~xnnpyridine WydroclrloricJe Stwtly 

TREATMENT GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACE00 

SUBJECT 
NUMBER 

101 

1oa 

105 

107 

202 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACLBO 

205 

207 

208 

301 

302 

303 

PLACk30 305 

PLACEBO 401 

PLACEBO 402 

PLACEBO 405 

PLACEBO 406 

PLACEBO 501 

PLACEBO 504 

PLACEBO 506 

AE 
NUMBER 

1 

. 

1 
a 
3 

. 

1 

1 
a 

. 

. 

. 

. 

. 

ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING PD 
ADVeRSE EXPERIENCES (CONT) 

ADVERSE EXPERIENCE 

HEADACHE 

ITCHING-UPPER EXTREMITIES h CHEST YES &OL WET RAW APPLIED 
BUMPS-UPPER EXTREMITIES h CHEST YES COOL WET RAW APPLIED 
REDNESS-UPPER KXTREMITLES k CHEST YES COOL WET RAGS APPLIED 

KIDNEY INFECTION YES PT TO ER FOR IV ROCEPHIN 

HEADACHE NO 
NAUSEA NO 

1 

THERAPY 
GIVEN? THJ%RAPY G1VF.N - SPECIFY 

. 

. 

. 

. 

W-01) I -CR 



Awtisxq~grirline ilyrlrdddde Study 

TRBATNEWl '  GROUP 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACBBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACCEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

PLACEBO 

SUBJECT 
NUMBER 

507 

601 

603 

606 

607 

702 

706 

70s 

707 

802 

804 

806 

807 

904 

905 

906 

907 

1001 

1003 

1005 

1007 

ADVANCED CARE FRODIJCTS 
PROTOCOL NO. 99-001-P 

2 

DATA LISTING YD 
ADVERSE EXPERIENCES (CONT) 

AE THERAPY 
NUMBER ADVERSE EXPERIENCE GIVEN? THERAPY GIVEN - SPECIFY 

. 

. 

. 

. 

. 

. 

. 

. 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

3 

DATA LISTING 9D 
ADVERSE EXPERIENCES (CONT) 

TREATNENT GROUP 

PLACEBO 

SUBJGCT AE 
NUMBER NUMBER ADVERSE EXPERIENCE 

1301 . 

THERAPY 
GIVEN? THERAPY GIVEN - SPECIFY 



TREATMENT GROUP 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINE HCL 

PHENAZOPYRIDINS HCL 

SUBJECT 
NUMBER 

103 

104 

106 

108 

201 

a03 

204 

PHENAZOPYRIDINS HCL 206 

PHENAZOPYRIDINE HCL 306 

PHBNAZOPYRIDItJB iiCL 603 

PHENAZOPYRIDINk HCL 606 

PHENAZOPYRIDINF. HCL 502 

PHENAZOPYRXDI?& HCL 503 

?WENAZOPYR3DIN'E HCL 505 

PWENAZOPYRIDINR RCL 500 

PHENAZOPYRIDINk HCL 60?. 

PHENAZOPYRIDINE HCL 604 

PHENAZOPYRIDXNk HCL 605 

PlIENAZOPYRIDIhlg HCL 608 

PHENAZOPYRIDIN'E RCL 701 

As 
NUMBER 

. 

. 

. 

. 

1 

1 

1 
a 

. 

. 

. 

. 

ADVANCED CAM PRODUCTS 
PROTOCOL ND. 99-001-P 

DATA LISTING 9D 
ADVERSE EXPERIENCES (CONT) 

ADVERSE EXPERIENCE 
THERAPY 
GIVEN? THERAPY GIVEN - SPECIFY 

. 

NAUSEA NO 

HEARTBVRN NO 

NAUSEA/VOMITING NO 
LOW ABDOMEN PAIN NO 



TREATMENT GROUP 

PHENAZOPYRIDINZ HCL 

PHBNAZOPYRIDINB RCL 

PBZNAZOPYRIDINZ HCL 

PHENAZOPYRIDINB HCL 

PHBNAZOPYRIDINB UCL 

PHENAZOPYRIDINZ HCL 

PWENAZOPYRIDZNB HCL 

PHBNAZOPYRIbIBZ HCL 

PHZNAZOPYRIDINZ HCL 

PHBNAZOPYRIDIEte HCL 

PHZNAZOPYRIDIBZ HCL 

PHENAZOPYRIDINB HCL 

PHLNAZOPYRIDINB HCL 

PHZNAZOPYRIDINB RCL 

PHBNAZOPYRIDINB HCL 

SUBJECT 
NTR4BER 

703 

706 

768 

801 

803 

805 

808 

901 

902 

903 

908 

1001 

1004 

1006 

1008 

ADVANCBD CARB PRODUCTS 
PROTOCOL NO. 99-001-P 

DATA LISTING 9D 
ADVERSE ZXPERIENCES (CONT) 

AE THERAPY 
NUMBER ADVERSE EXPERIENCE GIVEN? THERAPY GIVBN - SPECIFY 

. 

1 NAUSEA 

. 



AWANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

1 

DATA LISTING 9E 
ADVERSE EXPERIENCES 

COUMENTS 

TREATMENT 
moue 

PLACEBO 

PLACEBO 

SUBJECT 
NUMBER COUNENT 

a02 WD TO EVAL - COOL WET RAGS APPLIED 

208 PT TO ER FOR IV ROCEPHIN X4 DAYS. SUBJECT DID NOT 
TAXE THE PRBSCRIBED ANTIBIOTIC AITJ5R SmY 
COMPLETION 



Phenazapyridine Hydrochloride %udy Study 99401 -CR 
December, 2000 

Tabulation 10 

Overall Assessment of Study Medication by Subject 

99-001 -CR 





ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

a 

DATA LISTING lb 
SUBJECT’S OVERALL ASSESSNSNT OF STUDY =DICATION 

SUBJECT OVERALL 
TREATMBNT GROUP NUMBER ASSESSMENT 

PHENAZOPYRIDINE HCL 103 
106 
106 
108 
aoi 
203 
204 
206 
304 
403 
404 
502 
503 
SO5 
508 
602 
604 
605 
608 
701 
703 
706 
708 
801 
603 
805 
808 
901 
902 
903 
908 

1002 
1004 
1006 
1008 

EXCELLENT 
EXCELLENT 
EXCELLENT 
EXCELLENT 
FAIR 
FAIR 
EXCELtENT 
FAIR 
FAIR 
VERY GOOD 
VERY GOOD 
EXCELLENT 
EXCELLENT 
FAIR 
VERYGOOD 
EXCELLENT 
EXCRLLENT 
VFsRY GOOD 
EXCELLENT 
GOOD 
GOOD 
GOOD 
GOOD 
FAIR 

t i i-&OOD 
FArR 
VERYGOOD 
V'SRYGOOD 

%kOOD 
FAIR 
FAIR 
EXCELLEtfT 
FAIR 

I 71) 



Phenazopyridine Hydrochloride Study ‘Study 99401 -CR 
December, 2000 

Tabulation 3 I 

Complerion/Discontinuation information 

99481 -CR 171 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

1 

DATA LISTING 11 
COMPLETIONlDISCONTINATION 

SUBJECT COMPLETION 
TREATMENT GROUP NUMBER STATUS 

PLACEBO 101 COMPLETED 
102 COMPLETED 
105 COMPLETED 
107 COMPLETED 
202 COMPLETED 
205 COMPLETED 
207 COMPLETED 
208 CONPLETED 
301 COMPLETED 
302 COMPLETED 
303 COHPLETED 
305 COHPLETED 
401 CONPLETED 
402 COMPLETED 
405 COMPLRTBD 
bO6 COMPLETED 
501 COMPLETED 
JO4 COMPLETED 
506 COMPLETED 
507 COMPLETED 
601 COMPLETED 
603 COMPLETED 
606 COMPLETSD 
607 COMPLETED 
702 COWPLETED 
704 COMPLETED 
705 COMPLETED 
707 COMPLETED 
802 COMPtETED 
804 COHPLETED 
806 COMPLETED 
807 COMPLETED 
904 COMPLSTEI) 
905 COMPLETED 
906 COMPLETED 
907 COMPLETED 

1001 COMPLETED 
1003 COMPLETED 
1005 COMPLETED 
1007 COMPLETED 
1301 COMPLETED 

WAS 
PoLLow-UP 

CONTACT 
MADE7 

YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YES 
YHS 
YES 
YES 
YES 
YES 
YES 
YES 

REASON FOLLOW-UP NOT MADE 

INVESTIGATOR 
SIGNAlklRE 

DATE 

12/13/1999 
12/13/1999 
12/13/1999 
03/2112000 
12/13/1999 
03/21/2000 
03/21/2000 
03/21/2000 
03/21/2000 
03/21/2000 
08/01/2000 
0810112000 
08/0112000 
08/01/2000 
00/01/2000 
0810112000 
1111011999 
03/08/2000 
03/08/2000 
03/08/2000 
03/0812000 
03/08/2000 
03/0812000 
03/08/2000 
03/08/2000 
03/08/2000 
03fO8flOQO 
ObtO6/2000 
04/18/2000 
04/25/2000 
07/1912000 
07/19/2000 
05/11/2000 
05/~112000 
05l1ll2000 
owiifaooo 
05/11/2000 
05/11/2000 
05/11/2000 
08/08/2000 
07/19/2000 

172 



ADVANCED CARE PRODUCTS 
PROTOCOL NO. 99-001-P 

7 

DATA LISTING 11 
COMPLETION/DISCONTINUATION 

WAS 
FOLLOW-UP INVESTIGATOR 

SUBJIGCT COMPLETION CONTACT 
NUMBER STATUS MADE? RZASON FOLLOW-UP NOT MADE 

SIGNATURE 
DATE TREATMENT GROUP 

PHENAZOPYRIDINE XCL 103 COMPLETED 
104 CQMPLETBD 
106 COMPLETED 
108 COMPLETED 
201 COMPLETED 
203 COMPLETED 
204 COMPLETED 
206 COFPPLETED 
306 COMPLETLD 
403 COMPLETED 
404 COMPLETED 
502 COMPLETED 
SO3 COMPLETED 
505 COMPLETED 
508 COMPLETED 
601 COMPLETED 
604 COMPLETED 
605 COMPLETED 
608 COMPLETED 
701 COMPLETED 
703 COMPLETED 
706 COMPLETED 
708 COMPLETED 
801 COMPLETED 
803 COMPLETED 
805 COMPLETED 
808 COMPLETED 
901 COMPLETED 
902 COMPLETBD 
903 COMPLETED 
908 COMPLBTED 

1002 COMPLETED 
1004 COMPLETED 
1006 COMPLETED 
1006 COMPLZTZD 

YES 12/13/1999 
YES 12/13/1999 
YES 03/2i/aooo 
YES 03/ai/2000 
YES u/13/1999 
YES 03/21/1000 
YES o3/21/aooo 
YES 03/71/3000 
YES 08/81/2000 
YES 08/01/2000 
YES 08/0~/7000 
YES 11/10/1999 
YES 11/10/1999 
YES 03/0%/2000 
YES 03/00/3000 
YES 03/08/7000 
NO UNABLE TO REACH PT.CERTIPIED LETTER SENT C RECEIPT SENT BACK 03/08/2000 
YES 03/08/2000 
YES 03/08/1000 
YES 03/08/aooo 
YES 03 IO0 /a000 
YES 03100/2000 
YES 04/18/1000 
YES 06/18/2000 
YES 0i/35/1000 
YES 07/19/2OOO 
YES 07/19/aooo 
YES 05/11/2000 
YES bS/l1/2060 
YES 11)5/11/2000 
YES 05/11/2000 
YES 05/11/7000 
YES 05/11/2000 
YES 05/11/7000 
YES 08/08/2000 

17.1 


